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Appllcant's Name and Street Address: IS2 Mrdicul Systcnrs Inc. 
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Scprrnrhcr 30, 2003 

DEVICE NAME 

Device Name (Common): Gumrnn Cmncrtl 

Prop riet ury Name: C~mpncr  Dig1 tnl Crr idiric Cum c m  , (CD C'C ' I  

Clnislficetion N a m e :  

- P rod u c t C o e  

CVR: -- 

F.mirsion Computed Tomography System 

90-KPS 

21Cla.K 892.1200 

Devlcc Clnss:., ri 

Predicate Device; €3190 Digital Cardiac Camera 

Sl O(k) No.: 
[Predicate] 

K003KX2 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 
5 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

NOW ¶. 2 2003 

Mr. Victor Woodburn 
Manager, Quality and Regulatory 
IS2 Medical Systems, Inc. 
Medical Diagnostics Imaging 
20 Gurdwara Road, # 3 - 10 
Ottawa, Ontario, K2E 8B3 
CANADA 

Re: KO33199 
TradeDevice Name: Compact Digital 

Regulation Number: 21 CFR 892.1200 
Regulation Name: Emission computed 

Regulatory Class: I1 
Product Code: 90 KPS 
Dated: September 30,2003 
Received: October 2,2003 

Cardiac Camera (CDCC) 

tomography system 

Dear Mr. Woodburn: 

We have reviewed your Section 5 10(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions. of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish hrther announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must comply 
with all the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 
807); labeling (2 1 CFR Part 80 1); good manufacturing practice requirements as set forth in the 
quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic product 
radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 
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This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 l), please 
contact the Office of Compliance at one of the following numbers, based on the regulation 
number at the top of the letter: 

8xx.lxxx (301) 594-4591 
876.2xxx, 3xxx, ~ X X X ,  5xxx (301) 594-4616 
884.2=, ~ X X X ,  ~ X X X ,  SXXX, ~ X X X  (301) 594-4616 
892.2xxx, ~ X X X ,  ~ X X X ,  5xxx (301) 594-4654 
Other (30 1)  594-4692 

Additionally, for questions on the promotion and advertising of your device, please contact the 
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, "Misbranding 
by reference to premarket notification" (21CFR Part 807.97) you may obtain. Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-fiee number (800) 638-204 1 or 
(30 1) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain. html. 

Sincerely yours, 

U Nancy C. grogdon 
Director, Division of Reproductive, 

Office of Device Evaluation 
Center for Devices and Radiological Health 

Abdominal and Radiological Devices 

Enclosure 



Indications for Use Statement 

510(k) Number (KO331 99) 

Device Name COMPACT DIGITAL CARDIAC CAMEM 

indications for Use; 7 % ~  irrtcnded use oj'thc ('OMPACT DlGIT.4L CilRDI.4C C.4hdERA IS to detect the 
locution rind distribution of grrrnniu ruy crnitilng rcrdionuclldcs in tlia body store' duff1 for NnnI\J.vIs. This 
device inclucks accessnrics such us signnl owlysis  und display cquipnient, patient mid tlqiripriient supports, 
radionuclide unatomirul murkers, corrponent parts ond uccessorics. 

To detect or irnuge tlie distribution ojrudionuclidrs i i i  the hotly or organ rising fhc%followiiig tcchniyuc(s) 

YES NO Energy Range (kev) 
c 

(n) Planar Irnnging 
(b) Whole Body Imaging 
(c) Tornographlc Imaglng (SPECT) for non I'osltran 

(d) Positron imaging by colncidencc 
( e )  Positron imaging without colncidence 
( f )  Other indlcation(s) in the device label, but not 

included In thc abnvc l ls t  

emitter 

50-250 kcV 

-- - 
50-250 keV 

_c 

None 

PLEASE DO NOT WRITE BULOW TIITS TJNE - CON?'IMIE ON ANO'TIIER PACE IF NEEDED 

-_---- 

Concurrence o f  CDRH. Office of Devicc Evaluation (ODE) 

Prescription Use J 
(Per 2 1  CFR 801.109) 

OR Ovzr-Thc-Counter Use 


